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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 7-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. Claims 7-8 recite the limitation "visual display means" in lines 1 -2 of the claims. 
There is insufficient antecedent basis for this limitation in the claim. 

4. Regarding Claims 9 and 13, each recite the limitation, "... comprising ..." this 
expands the previous claim instead of further limiting it. It is suggested that the 
applicant use "further comprising." 

5. Claim 10 recites the limitations "said microcontroller" in lines 1-2 and "said 
preamplifier" in line 2. There is insufficient antecedent basis for this limitation in the 
claim. 

6. Claim 1 1 recites the limitations "said microcontroller" in lines 1-2 and "said A/D 
converter", in line 2. There is insufficient antecedent basis for this limitation in the claim. 

7. Claims 13-15 recite the limitation "said warning signal generating means" in line 
2 of claim 13 and line 1 of claims 14-15. There is insufficient antecedent basis for this 
limitation in the claim. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

10. Claims 7-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gilham (U.S. Patent No. 5,622,178) in view of Kamen (U.S. Patent No. 5,682,901) and 
further in view of Levitan et al. (U.S. Patent No. 6,731,974). 

1 1 . Gilham teaches of a system and method for dynamically displaying cardiac 
interval data using scatter-plots, that can be used for the detection of atrial fibrillation 
(col. 15 lines 41-44). Gilham further teaches of the system comprising an interval 
monitor calculates first and second cardiac intervals corresponding to a period of time 
between first and second heartbeats and the second interval corresponding to a period 
of time between the second heart beat and a third heartbeat (col. 2 lines 10-16). 
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Gilham also teaches of a display having first and second axes labeled with a plurality of 
indicators corresponding to time intervals, that displays the first and second intervals as 
a coordinate pair (col. 2 lines 21-27). Gilham further teaches of using successive RR 
intervals (col. 5 lines 65-67, col. 6 line 1 ). 

1 2. Gilham also teaches of the system including a heartbeat analyzer that 
determines a clinical type for the heartbeats (col. 2 lines 33-42). Gilham further teaches 
of a system for evaluating scatter-plot data comprising stored data corresponding to a 
predefined normal pattern, in which a comparison is made between the measured 
scatter-plot data and the stored scatter-plot data (col. 4 lines 21-27). Gilham also 
teaches of the system being able to alert the user of the presence of clinical 
abnormality, for example atrial fibrillation (col. 15 lines 39-45). Gilham teaches of 
calculating an electronic scatter plot (col. 15 lines 41-44), which is inherently a virtual 
display as it is created by a computer system. 

1 3. Kamen teaches of an apparatus and method for measuring autonomic activity of 
a patient, that comprises obtaining ECG signals, measuring the R-R interval and 
generating a Poincare plot from the R-R signals (col. 2 lines 11-1 8). Kamen further 
teaches of quantifying the degree of heart failure the patient may be experiencing (col. 2 
lines 23-32). Kamen further teaches of identifying geometrical point patterns in the 
Poincare plots as an indication of the patient's health state (col. 9 lines in 24-38). 

14. Levitan et al. teaches of a method and system for measuring heart rate 
variability, that comprises a obtaining and recording heartbeat-to-heartbeat intervals, 
during a predetermined period of time, generating a recurrence plot form the intervals 
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and calculating a determinant (col. 3 lines 17-35). Levitan further teaches of classifying 
a patient by assigning a degree of risk for death due to heart failure (col. 3 lines 9-16). 

1 5. Examiner takes the position that although Gilham does not explicitly teach of 
using geometrical point patterns/structures for the purpose of identifying conditions, as 
taught by Kamen, it would have been obvious to one having ordinary skill in the art to 
modify the system of Gilham to add such a feature to provide an enhanced capability of 
identifying conditions. Additionally, although Gilham does not explicitly teach of using 
electronic checking of a generating scatter plot, as suggested by Levitan et al., it would 
have been obvious to one having ordinary skill in the art at the time of the invention to 
modify the system of Gilham to include such a feature to enhance the detection of a 
condition. 

1 6. Regarding the use of analog circuits, that include preamplifiers, electronic filters 
and a main amplifier are commonly used in this art for obtaining measured signals. 
Further, digital circuits that include an A/D converter, a microcontroller, memory and 
stages for sampling are also commonly used in connection with analog circuits in this 
art. The use of batteries with audio or visual low voltage warning indicators is also 
commonly in the art. It would have been obvious to one having ordinary skill in the art 
at the time of the invention to modify the system as taught by Gilham to include analog 
and digital circuits, as well a battery with a low voltage indicator in order to provide 
efficient and safe operation of the system. 

17. Further, Applicant is not claiming the visual display is a state signal; therefore, 
Examiner is of the position that any display that represents results of an electronic 
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check could be used, which would include the visual results as suggested by Levitan et 
al. Therefore, it would have been obvious to one having ordinary skill in the art at the 
time of the invention to combine the teachings of Gilham, Kamen and Levitan et al., to 
have the limitations of claims 7-17. 

1 8. Examiner notes the limitation, "... being capable of assuming at least three 
values representative of at least three degrees of deviation of said characteristic 
distribution from said normal distribution", is only functional language and only requires 
the capability to so perform. Here the visual results as suggested by Levitan et al. are 
capable of being used to display at least three values representative of at least three 
degrees of deviation of said characteristic distribution from said normal distribution. 

Conclusion 

19. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

• Griffin et al. (U.S. Pub. 2002/0052557 A1 ) - discloses a method of monitoring 
a patients RR intervals, generating a data set and identifying abnormal heart 
rates. 

• Ohsuga et al. (U.S. Pat. 4,896,675) - discloses an apparatus for monitoring a 
patient including a R-wave detector, CPU, memory, LCD, Measuring state 
LED's and a means for plotting data and displaying result values on the LCD 
screen. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rex Holmes whose telephone number is 571-272-8827. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR: 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



The examiner can normally be reached on M-F 8:00 - 5:00. 




George Evanisko 




Primary Examiner 




